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5)n Claim(s) is/are allowed.
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8)n Claim(s) are subject to restriction and/or election requirement.

Application Papers
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Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d).
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DETAILED ACTION

Information Disclosure Statement

1 . The information disclosure statement filed 1 2/08/2004 fails to comply with 37

CFR 1.98(a)(2), which requires a legible copy of each cited foreign patent document;

each non-patent literature publication or that portion which caused It to be listed; and all

other information or that portion which caused it to be listed. It has been placed in the

application file, but the Information referred to therein has not been considered.

Specification

2. The disclosure is objected to because of the following informalities: On page 8,

line 2 of the specification, applicant states "... braided layer 24 22 ..." whereas the

"braided layer" had previously been described using reference numeral 24, and

reference numeral 22 referred to the "distal end of the proximal segment."

Appropriate correction is required.

Claim Rejections • 35 USC § 102

The following is a quotation of the appropriate paragraphs of 36 U.S.C. 102 that

form the basis for the rejections under this section made in this Office action:

A person shall be entitled to a patent unless -

(b) the invention was patented or described in a printed publication in this or a foreign country or in public

use or on sale in this country, more than one year prior to the date of application for patent in the United

States.

3. Claims 1, and 3-11 are rejected under 35 U.S.C. 102(b) as being anticipated

by Daniel et al. (6,171,327). Daniel et al. reference discloses the invention

substantially as claimed, including: an elongate tubular member (see Figure 22) having

a "proximal segment" (251), a "distal segment" (252), and an "inner lumen" (253)
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disposed therethrougti; and a "dilator tip" (278) insertable in the distal segment. The

distal segment is capable of radially expanding at least slightly when an axial force is

applied (for example, when the tip is forced into the distal segment). The distal segment

of the elongate tubular member shown in figure 22 is also interpreted to include the

tapered portion on the left-hand-side of the drawing that connects to the proximal

segment of smaller diameter.

Regarding claim 3, the tapered portion of the distal segment of Daniel et al.

reference could be formed of a braid, as shown in figures 3 and 4. The braid between

the proximal and distal portions of the elongate tubular member serves to increase

flexibility and aid in the lengthening and shortening of the elongate tubular member (see

column 5, lines 57-67 and column 6, lines 1-6).

Regarding claim 4, the dilator tip has a generally circular cross section, as it is

inserted into the distal end of a tubular member, and therefore must be drcular in cross

section.

Regarding claims 5-7, the tip has a "proximal section" (the portion of the tip 278

which is inside the distal end of the tubular member in figure 22), a "distal section" (the

portion outside the distal end of the tubular member in figure 22), and an "inner lumen"

disposed therethrough, as shown in figure 22. Figure 22 also shows the dilator tip fitted

tightly in the distal segment. The distal section of the tip is distally tapered (280).

Regarding claims 8 and 9, the elongated tubular member is capable of slightly

expanding radially to encompass an embolic protection filter (21).
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Regarding claims 10 and 1 1, the elongated tubular member of Daniel et al.

reference can be configured either for use over-the-wire or for single operator exchange

(see Column 5, Lines 43-47).

4. Claims 12 and 14-21 are rejected under 35 U.S.C. 102(b) as being

anticipated by Daniel et al. (6,171,327). Daniel et al. reference discloses the invention

substantially as claimed, including: an elongate tubular member (see Figure 22) having

a "proximal segment" (251), a "distal segment" (252), and an "inner lumen" (253)

disposed therethrough; and a "dilator tip" (278) insertable in the distal segment. The

distal segment is capable of radially expanding at least slightly when an axial force is

applied (for example, when the tip is forced into the distal segment). The distal segment

of the elongate tubular member shown in figure 22 is also interpreted to include the

tapered portion on the left-hand-side of the drawing that connects to the proximal

segment of smaller diameter. The tapered portion of the distal segment of Daniel et al.

reference could be formed of a braid, as shown in figures 3 and 4. The braid between

the proximal and distal portions of the elongate tubular member serves to increase

flexibility and aid in the lengthening and shortening of the elongate tubular member (see

column 5, lines 57-67 and column 6, lines 1-6).

Regarding claim 14, the dilator tip has a generally circular cross section, as it is

inserted into the distal end of a tubular member, and therefore must be circular in cross

section.

Regarding claims 15-17, the tip has a "proximal section" (the portion of the tip

278 which is inside the distal end of the tubular member in figure 22), a "distal section"
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(the portion outside the distal end of the tubular member in figure 22), and an "inner

lumen" disposed therethrough, as shown in figure 22. Figure 22 also shows the dilator

tip fitted tightly in the distal segment. The distal section of the tip is distally tapered

(280).

Regarding claims 18 and 19, the elongated tubular member is capable of slightly

expanding radially to encompass an embolic protection filter (21).

Regarding claims 20 and 21 , the elongated tubular member of Daniel et al.

reference can be configured either for use over-the-wire or for single operator exchange

(see Column 5, Lines 43-47).

5. Claims 22 and 24-30 are rejected under 35 U.S.C. 102(b) as being

anticipated by Daniel et al. (6,171,327). Daniel et al. reference discloses the invention

substantially as claimed, including: an elongate tubular member (see Figure 22) having

a "proximal segment" (251 ), a "distal segment" (252), and an "inner lumen" (253)

disposed therethrough; and a "dilator tip" (278) insertable in the distal segment. The

distal segment is capable of radially expanding at least slightly when an axial force is

applied (for example, when the tip is forced into the distal segment). The distal segment

of the elongate tubular member shown in figure 22 is also interpreted to include the

tapered portion on the left-hand-side of the drawing that connects to the proximal

segment of smaller diameter. The tip has a "proximal section" (the portion of the tip 278

which is inside the distal end of the tubular member in figure 22), a "distal section" (the

portion outside the distal end of the tubular member in figure 22), and an "inner lumen"
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disposed tlierethrough, as shown in figure 22. Figure 22 also shows the dilator tip fitted

tightly in the distal segment.

Regarding claim 24, the tapered portion of the distal segment of Daniel et al.

reference could be formed of a braid, as shown in figures 3 and 4. The braid between

the proximal and distal portions of the elongate tubular member serves to increase

flexibility and aid in the lengthening and shortening of the elongate tubular member (see

column 5, lines 57-67 and column 6, lines 1-6).

Regarding claim 25, the dilator tip has a generally circular cross section, as it is

inserted into the distal end of a tubular member, and therefore must be circular in cross

section.

Regarding claim 26, the distal section of the tip is distally tapered (280).

Regarding claims 27 and 28, the elongated tubular member is capable of slightly

expanding radially to encompass an embolic protection filter (21).

Regarding claims 29 and 30, the elongated tubular member of Daniel et al.

reference can be configured either for use over-the-wire or for single operator exchange

(see Column 5, Lines 43-47).

6. Claim 31 is rejected under 35 U.S.C. 102(b) as being anticipated by Daniel

et al. (6,171,327). Daniel et al. reference discloses the Invention substantially as

claimed, including: an elongate tubular member (see Figure 22) having a "proximal

segment" (251 ), a "distal segment" (252), and an "inner lumen" (253) disposed

therethrough; and a "dilator tip" (278) insertable in the distal segment. The distal

segment is capable of radially expanding at least slightly when an axial force is applied
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(for example, when the tip is forced into the distal segment). The distal segment of the

elongate tubular member shown In figure 22 is also interpreted to include the tapered

portion on the left-hand-side of the drawing that connects to the proximal segment of

smaller diameter. Daniel et al. reference also discloses an "embolic protection filter"

(21 ) disposed about an "elongated wire" (26). The dilator tip (278) engages a "stop"

(29) disposed about the elongated wire (see Figure 22).

7. Claim 32 is rejected under 35 U.S.C. 102(b) as being anticipated by Daniel

et al. (6,171,327). Daniel et al. reference discloses the invention substantially as

claimed, including: an elongate tubular member (see Figure 22) having a "proximal

segment" (251 ), a "distal segment" (252), and an "inner lumen" (253) disposed

therethrough; and a "dilator tip" (278) insertable in the distal segment. The distal

segment is capable of radially expanding at least slightly when an axial force is applied

(for example, when the tip is forced into the distal segment). The distal segment of the

elongate tubular member shown in figure 22 is also interpreted to include the tapered

portion on the left-hand-side of the drawing that connects to the proximal segment of

smaller diameter. Daniel et al. reference also discloses an "embolic protection filter"

(21 ) disposed about an "elongated wire" (26). The tip has a "proximal section" (the

portion of the tip 278 which is inside the distal end of the tubular member In figure 22), a

"distal section" (the portion outside the distal end of the tubular member in figure 22),

and an "inner lumen" disposed therethrough to slidably receive the elongated wire, as

shown in figure 22. Figure 22 also shows the dilator tip fitted tightly in the distal
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segment. The distal section of the dilator tip (278) engages a "stop" (29) disposed

about the elongated wire (see Figure 22).

Claim Rejections • 35 USC § 103

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all

obviousness rejections set forth in this Office action:

(a) A patent may not be obtained though the invention is not identically disclosed or described as set

forth in section 102 of this title, if the differences between the subject matter sought to be patented and

the prior art are such that the subject matter as a whole would have been obvious at the time the

invention was made to a person having ordinary skill in the art to which said subject matter pertains.

Patentability shall not be negatived by the manner in which the invention was made.

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148

USPQ 459 (1966), that are applied for establishing a background for determining

obviousness under 35 U.S.C. 103(a) are summarized as follows:

1 . Determining the scope and contents of the prior art.

2. Ascertaining the differences between the prior art and the claims at issue.

3. Resolving the level of ordinary skill in the pertinent art.

4. Considering objective evidence present in the application indicating

obviousness or nonobviousness.

8. Claim 2 is rejected under 35 U.S.C. 103(a) as being unpatentable over

Daniel et al. (6,171,327) as applied to claim 1 above, and further in view of Nilsson

(5,873,851). Daniel et al. reference discloses the invention substantially as claimed,

including: an elongate tubular member having a "proximal segment" (251 ), a "distal

segment" (252), and an "inner lumen" (253); and a "dilator tip" (278) insertable in the

distal segment. However, Daniel et al. reference does not disclose varying the

thickness of the proximal segment along its length. Attention is drawn to Nilsson

reference, which teaches the wall thickness of an outer cannula (tubular member) can

have varying wall thickness (see Column 5, Lines 9-19) to provide a more flexible and
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resilient central section to assist in navigation through tortuous lumens. Therefore, it

would have been obvious to one of ordinary skill in the art at the time the invention was

made to vary the wall thickness of the proximal segment of Daniel et al. reference along

its length to provide a more flexible and resilient central section to assist in navigation

through tortuous lumens.

9. Claim 13 is rejected under 35 U.S.C. 103(a) as being unpatentable over

Daniel et al. (6,171,327) as applied to claim 12 above, and further in view of

Nilsson (5,873,851). Daniel et al. reference discloses the invention substantially as

claimed, including: an elongate tubular member (see Figure 22) having a "proximal

segment" (251), a "distal segment" (252), and an "inner lumen" (253); and a "dilator tip"

(278) insertable in the distal segment. The tapered portion of the distal segment of

Daniel et al. reference could be formed of a braid, as shown in figures 3 and 4.

However, Daniel et al. reference does not disclose varying the thickness of the proximal

segment along its length. Attention is drawn to Nilsson reference, which teaches the

wall thickness of an outer cannula (tubular member) can have varying wall thickness

(see Column 5, Lines 9-19) to provide a more flexible and resilient central section to

assist in navigation through tortuous lumens. Therefore, it would have been obvious to

one of ordinary skill in the art at the time the invention was made to vary the wall

thickness of the proximal segment of Daniel et al. reference along its length to provide a

more flexible and resilient central section to assist in navigation through tortuous

lumens.
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1 0. Claim 23 is rejected under 35 U.S.C. 103(a) as being unpatentable over

Daniel et al. (6,171,327) as applied to claim 22 above, and further in view of

Nilsson (5,873,851). Daniel et al. reference discloses the invention substantially as

claimed, including: an elongate tubular member (see Figure 22) having a "proximal

segment" (251), a "distal segmenf (252), and an "inner lumen" (253); and a "dilator tip"

(278) insertable in the distal segment. The tip has a "proximal section" (the portion of

the tip 278 which is inside the distal end of the tubular member in figure 22), a "distal

section" (the portion outside the distal end of the tubular member in figure 22), and an

"inner lumen" disposed therethrough, as shown in figure 22. Figure 22 also shows the

dilator tip fitted tightly in the distal segment. However, Daniel et al. reference does not

disclose varying the thickness of the proximal segment along its length. Attention is

drawn to Nilsson reference, which teaches the wall thickness of an outer cannula

(tubular member) can have varying wall thickness (see Column 5, Lines 9-19) to provide

a more flexible and resilient central section to assist in navigation through tortuous

lumens. Therefore, it would have been obvious to one of ordinary skill in the art at the

time the invention was made to vary the wall thickness of the proximal segment of

Daniel et al. reference along its length to provide a more flexible and resilient central

section to assist in navigation through tortuous lumens.

Conclusion

1 1 . The prior art made of record and not relied upon is considered pertinent to

applicant's disclosure. 6,447,530 to Ostrovsky et al., 5,300,086 to Gory et al., 5,649,953

to Lefebvre, and 6,468,291 to Bates et al.
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1 2. Any inquiry concerning tliis communication or earlier communications from tine

examiner should be directed to Ryan Severson whose telephone number is (571) 272-

3142. The examiner can normally be reached on Monday - Friday 8:00 - 5:30.

If attempts to reach the examiner by telephone are unsuccessful, the examiner's

supervisor, Anhtuan Nguyen can be reached on (571) 272-4963. The fax phone

number for the organization where this application or proceeding is assigned is 571 -

Information regarding the status of an application may be obtained from the

Patent Application Information Retrieval (PAIR) system. Status infonnatlon for

published applications may be obtained from either Private PAIR or Public PAIR.

Status information for unpublished applications is available through Private PAIR only.

For more information about the PAIR system, see http://pair-direct.uspto.gov. Should

you have questions on access to the Private PAIR system, contact the Electronic

Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a

USPTO Customer Service Representative or access to the automated information

system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000.

273-8300.

Ryan Severson

October 11, 2006


